Nov-06-06 02:12pm From-PATENT FOREIGN FILING 



+9733855533 



T-247 P. 010/01 1 F- 



Applieation No.: 10/684,778 
Filing Date: 10/14/2003 
Docket Na: 5746/B 

REMARKS 
Claims 31 , 34-41 and 48-55 are pending. 

Claims 31, 48 and 51 have been amended to require "from about 0.1% to about 2 wt%" 
of a stabilizing agent selected from the group consisting of xanthan gum, locust bean gum and 
carrageenan. Support for the amendment can be found at paragraph 0041 of US Patent 
Application Publication 20040136922. 

Claim Rejections: 

Claims3),34-41 and 48-55 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 6,906,043 to Awamura et al. (Awamura) in view of US 6,432,442 to Buehler et aL 
(Buehler) and/or in further view of US 6,177,096 to Zerbc et al. (Zerbe). Applicants respectfully 
traverse this rejection. 

Awamura relates to rapidly soluble film preparations mainly comprising a drug, an edible 
polymer and a saccharide, a manufacturing method, and having high elution rate. Importantly, 
Awamura nowhere mentions the use of gums as stabilizing agents. 

Buehler relates to a pharmaceutical active containing gelatin (i.e„ protein) matrixes 
comprising hydrocolloids to improve the physical properties, taste and mouthfeel of the gelatin 
matrix. Importantly, nowhere does Buehler teach or suggest incorporating hydrocolloids to 
stabilize non-protein matrices (such as pullulan). 

Zerby relates to film compositions comprising water-soluble polymers in combination 
with therapeutic and/or cosmetic (e.g., breath freshening) agents. Zerby teaches the optional use 
of natural gums (e.g., xanthane gum) at concentrations between 20 and 75%. 

In contrast, the compositions of the present invention, as amended, are directed to 
consumable films adapted to rapidly dissolve in the mouth of a consumer, wherein said film 
comprises a single layer specifically requiring from about 0-1% to about 2 wt% of a stabilizing 
agent selected from me group consisting of xanthan gum, locust bean gum and carrageenan 
together with pullulan and select pharmaceutical agents. Therefore, since neither Awamura, 
Buehler or Zerby teaches or suggests stabilizing non-protein matrices by mcoiporating from 
about 0.1 to about 2 wt% of the select gums of the present invention, as amended, the 
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compositions of the present invention would not have been obvious over these references either 




In light of the remarks made herein, it is respectfully submitted that the Examiner's 
rejection under 35 USC § 103 have been overcome. Applicants respectfully submit that they 
have distinguished the cited art sufficiently to avoid the Examiner's rejection. Accordingly, 
reconsideration and allowance of Claims 31, 34-41 and 48-55 are earnestly solicited. 
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